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SUBJECT: FDA ADVISORY-SUBPOTENT DIAGNOSTIC PRODUCT 

1. FDA ADVISES THAT THE HEPATITIS B SURFACE ANTIGEN (HUMAN) 

(SUBTYPE A Y W) COATED HUMAN RED BLOOD CELLS LABELED ' FOR USE 
IN PHA TESTS, CAUTION: MAY TRANSMIT HEPATITIS." MANUFACTURED BY 
ELECTRO-NUCLEONICS LABORATORIES, INC., BETHESDA, MARYLAND 20014 
IN THREE ML. AND 25 ML. VIALS IS SUB POTENT. THE LOT NO. OF THE 

A Y W CELLS INVOLVED IS 002. THIS LOT NUMBER IS STAMPED ON VIALS 
WITH LIST NO. 2052 (3 ML.) AND LIST NO. 2053 (25 ML.) WHICH WERE 
PACKAGED IN VIRGO REAGENTS TEST KIT NO. 2000, LOT NO. 1073. 

2. VIRGO REAGENTS TEST KIT NO. 2000, HEPATITIS B SURFACE ANTIGEN 
(HUMAN) COATED HUMAN RED BLOOD CELLS, IS USED IN A PASSIVE 
HEMAGGLUTINATION TEST FOR THE DETECTION OF ANTIBODY TO THE 
HEPATITIS B SURFACE ANTIGEN. THE "DIRECTIONS FOR USE" FOR THIS TEST 
KIT ARE GIVEN ON THE PRODUCT INSERT. IN GENERAL, THE TEST IS POSI- 
TIVE WHEN THE HEPATITIS ANTIGEN (LIST NO. 2052 OR NO. 2053) 

COMBINES WIT A PATIENT S BLOOD SAMPLE (ANTIBODY) TO FORM AN AGGUL- 
TINATION. AT THE SAME TIME, A CONTROL IS RUN USING A STANDARDIZED 
ANTIBODY (LIST NO. 6048) USING VARIOUS DILUTIONS. WHEN A POSITIVE 
TEST RESULT IS OBTAINED FROM AN ANTIBODY DILUTION GREATER THAN 
UNCLASSIFIED 

UNCLASSIFIED 

PAGE 02 STATE 094433 

1 TO 28, THE TEST IS DEEMED FAULTY. IT WOULD INDICATE THAT THE 


Margaret P. Grafeld Declassified/Released US Department of State EO Systematic Review 05 JUL 2006 



Margaret P. Grafeld Declassified/Released US Department of State EO Systematic Review 05 JUL 2006 

STABILITY OF THE HEPATITIS ANTIGEN HAS DETERIORATED. THIS IS THE 
CASE WITH LOT NO. 002 OF HEPATITIS B SURFACE ANTIGEN (HUMAN) 

775603 A Y W) COATED HUMAN RED BLOOD CELLS. 

3. POSTS ARE REQUESTED TO DETERMINE IF THE FOREIGN CONSIGNEES 
HAVE RECEIVED ADVISORY FROM FIRM INDICATING POSSIBLE PROBLEM 
WITH DIAGNOSTIC PRODUCT. 

4. FOREIGN CONSIGNEES AS FOLLOWS: 

UNIVERSITY CATHOLIQUE CLINIQUES UNIVERSITAIRES SAINT-PIERRE, 

BRUSSELSESTRAAT 69, B-3000 LEUVEN, BELGIUM 
T AND C SCIENTIFIC SUPPLIES, P.O. BOX 1366 JOHANNESBURG, SOUTH 
AFRICA END 
KISSINGER 


UNCLASSIFIED 


NNN 


Margaret P. Grafeld Declassified/Released US Department of State EO Systematic Review 05 JUL 2006 



Margaret P. Grafeld Declassified/Released US Department of State EO Systematic Review 05 JUL 2006 


Message Attributes 


Automatic Decaptioning: X 

Capture Date: 01 JAN 1994 

Channel Indicators: n/a 

Current Classification: UNCLASSIFIED 

Concepts: DRUGS, MEDICAL RESEARCH 

Control Number: n/a 

Copy: SINGLE 

Draft Date: 24 APR 1975 

Decaption Date: 01 JAN 1960 

Decaption Note: 

Disposition Action: n/a 
Disposition Approved on Date: 

Disposition Authority: n/a 
Disposition Case Number: n/a 
Disposition Comment: 

Disposition Date: 01 JAN 1960 
Disposition Event: 

Disposition History: n/a 
Disposition Reason: 

Disposition Remarks: 

Document Number: 1975STATE094433 
Document Source: CORE 
Document Unique ID: 00 
Drafter: FDA/JRWEINROTH; M.D. 

Enclosure: n/a 
Executive Order: N/A 
Errors: N/A 

Film Number: D7501 45-0581 
From: STATE 
Handling Restrictions: n/a 
Image Path: 

ISecure: 1 

Legacy Key: Iink1975/newtext/t19750420/aaaaasir.tel 

Line Count: 75 

Locator: TEXT ON-LINE, ON MICROFILM 
Office: ORIGIN HEW 
Original Classification: UNCLASSIFIED 
Original Handling Restrictions: n/a 
Original Previous Classification: n/a 
Original Previous Handling Restrictions: n/a 
Page Count: 2 

Previous Channel Indicators: n/a 
Previous Classification: n/a 
Previous Handling Restrictions: n/a 
Reference: n/a 

Review Action: RELEASED, APPROVED 
Review Authority: ShawDG 
Review Comment: n/a 
Review Content Flags: 

Review Date: 08 JUL 2003 
Review Event: 

Review Exemptions: n/a 

Review History: RELEASED <08 JUL 2003 by SilvaL0>; APPROVED <03 FEB 2004 by ShawDG> 

Review Markings: 

Margaret P. Grafeld 
Declassified/Released 
US Department of State 
EO Systematic Review 
05 JUL 2006 


Review Media Identifier: 

Review Referrals: n/a 
Review Release Date: n/a 
Review Release Event: n/a 
Review Transfer Date: 

Review Withdrawn Fields: n/a 
Secure: OPEN 
Status: NATIVE 

Subject: FDA ADVISORY-SUBPOTENT DIAGNOSTIC PRODUCT 
TAGS: OGEN, ETRD, TBIO, BE, SF 
To: BRUSSELS PRETORIA 
Type: TE 

Markings: Margaret P. Grafeld Declassified/Released US Department of State EO Systematic Review 05 JUL 2006 


Margaret P. Grafeld Declassified/Released US Department of State EO Systematic Review 05 JUL 2006 



